[Chemotherapy in patients with colorectal carcinoma: applicability of data from clinical trials for the individual patient].
Randomised, controlled clinical trials provide a valid foundation for evidence-based clinical guidelines. The representativeness of the patient population studied is one major aspect of external validity. With respect to the patient population enrolled in clinical trials studying the effects of chemotherapy in patients with colorectal cancer, older patients are significantly underrepresented, i. e., they represent between 14 and 40 % of the study population, but approximately 70 % of the population concerned. The major reasons for the exclusion of older patients are comorbidities and functional status. Moreover, gender differences in pharmacokinetics and therapeutic effects of 5-fluorouracil are usually not considered. Although individualisation of therapy by means of pharmacogenetics and pharmacogenomics may offer promising options, to date these methods are still not in routine use for colorectal cancer patients. Due to a lack of information about the relevant populations from randomised controlled trials, data from registries and observational trials are necessary to complement our knowledge.